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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 02 March 2004 . 
2aO This action is FINAL. 2b)S This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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4) ^ Claim(s) 15-38 is/are pending in the application. 

4a) Of the above claim(s) Is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) [EI Claim{s) 15-38 is/are rejected. 

Claim(s) is/are objected to. 

8) \3 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)n accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required If the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 
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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission, filed on 3/2/04, 
has been entered. 

NEW MATTER 

Claims 15-38 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

Claim 15, lines 7-8, cites the characteristics of "melting initiation point" and 
"mobility transition" as being known for an internal standard double-stranded DNA. 
These limitations are indicative of prior measurement or calculation of said 
characteristics. Consideration of the instant application as filed has failed to reveal such 
prior measurements or calculations for said standard. Instead the TGGE or DGGE 
procedures set forth in the instant application are utilized when the standard and 
experimental DNAs are electrophoresed to obtain an indication of said characteristics of 
the standard as compared to the experimental DNA along with measured values for 
both again for comparison purposes. See, for example, page 10, full paragraph. 
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describes co-existence of standard and experimental DNA during electrophoresis. No 
prior measurements for the standard DNA nor calculation of said characteristics to 
produce "known" characteristics as cited above have been found as filed. Therefore, 
instant claim 15 which cites such known characteristics contains NEW MATTER. 
Claims 16-18 also contain this NEW MATTER. Claims which depend directly or 
indirectly from any one of claims 15-18 also contain this NEW MATTER due to their 
dependence. 

VAGUENESS AND INDEFINITENESS 

Claims 15-38 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Abbreviations generally are vague and indefinite unless accompanied by their full 
name, such as in parentheses, or replaced by the full name. It is noted that equation 
designations such as "Eq." Are present in all of the independent claims, such as in claim 
15, part e), as well as similarly in claims16-18. Claims dependent from claims 15-18 
directly or indirectly contain these unclarities due to their dependency. Clarification via 
clearer claim wording is requested. 

LACK OF ENABLEMENT 

Claims 15-38 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
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which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

Factors to be considered in determining whether a disclosure would require 
undue experimentation have been summarized in Ex parte Forman , 230 USPQ 546 
(BPAI 1986) and reiterated by the Court of Appeals in In re Wands , 8 USPQ2d 1400 at 
1404 (CAFC 1988). The factors to be considered in determining whether undue 
experimentation is required include: (1 ) the quantity of experimentation necessary, (2) 
the amount or direction presented, (3) the presence or absence of working examples, 
(4) the nature of the invention. (5) the state of the prior art, (6) the relative skill of those 
in the art, (7) the predictability or unpredictability of the art, and (8) the breadth of the 
claims. 

The Board also stated that although the level of skill in molecular biology is high, 
the results of experiments in genetic engineering are unpredictable. While all of these 
factors are considered, a sufficient amount for a prima facie case are discussed below. 

Consideration of the instant disclosure as filed has failed to reveal predictable 
enablement as to how to use it for genome sequence practice as instantly claimed. 
Random PCR is utilized for the preparation of DNA fragments. Such random PGR is 
reasonably expected to amplify both conserved and variable sequences in a genome. It 
is reasonably expected that conserved sequence analysis will always result in an 
indication of 100% similarity between organisms being compared and thus contribute to 
a false positive result. The variable sequence amplification products may result in 
indicating sequence differences however these are a very low percentage of sequences 
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in reasonably related organisms. See Messier et al. (P/N 6,228.586) which states in 
column 1, lines 57-65, that organisms such as humans and chimpanzees contain 
genomic sequences which are roughly 98% identical. Thus, at best variable sequences 
which may be utilized for identity comparisons as instantly claimed are present in 
roughly only 2% of the massive genomic sequences of such organisms. It is reasonably 
interpreted therefore that random PGR is unpredictable to show similarity between 
target and reference organisms at the genomic level as instantly claimed thus 
supporting this rejection. 
No claim is allowed. 



Papers related to this application may be submitted to Technical Center 1600 by 
facsimile transmission. Papers should be faxed to Technical Center 1600 via the 
Central PTO Fax Center. The faxing of such papers must conform with the notices 
published in the Official Gazette, 1096 GO 30 (November 15, 1988), 1 156 GG 61 
(November 16, 1993), and 1 157 OG 94 (December 28, 1993)(See 37 CFR § 1.6(d)). 
The Central PTG Fax Center number is (703) 872-9306. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ardin Marschel. Ph.D.. whose telephone number is 
(571) 272-0718. The examiner can normally be reached on Monday-Friday from 8 A.M. 
to 4 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, Ph.D., can be reached on (571) 272-0722. 

Any inquiry of a general nature or relating to the status of this application should 
be directed to Legal Instrument Examiner, Tina Plunkett, whose telephone number is 
(571)272-0549. 
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